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U.S. legislation as response  to 

tragedy 







Food and Drug Act 1906



Elixir of Sulfanilamide tragedy

107 deaths 



Food, Drug and Cosmetic Act of 1938 

• Drugs or cosmetics must be tested for 
toxicity before marketing. 

• Adequate directions for use needed to 
be on package 

• Some drugs are designated “by 
prescription only”



Cranberry crisis of 1959

• Concerns about safety

of pesticides used on 

Cranberries 



Thalidomide

1960-1961

83 children were born with 
unusual birth defects, not 
linked to thalidomide use. 

a German scientist makes 
connections between 
thalidomide use and 
thousands of babies born with 
birth defects.



Kefauver-Harris Amendments to FDA

Frances Kelsey, FDA

FDA can 
demand 
scientific data 
to determine 
the drug works 



Congress passes Animal Welfare 

Act, 

1966



Life magazine 1966



Why do we have federal regulations 

for human experimentation?



In response to scandals, tragedies 

Congress passes the National Research 

Act 

1974



Both the history of human 
experimentation and history of 
controversy over human 
experimentation much older 



United States Congress, 1900

considers Senate bill 3424, a law that 

would require investigators to disclose in 
advance the purpose and procedures of any non-
therapeutic experiment involving human beings.  



Senate bill 3424

calls for explicit ban on experiments using those 
persons deemed unable to consent, including 

infants, 

children under the age of twenty-one,

and pregnant women.



The Yellow Fever Board in Cuba, 1900



Reed and his colleagues introduce 

written permission forms  

available in both 
English and Spanish



The undersigned understands…

perfectly well that in case of the development of 
yellow fever in him, that he endangers his life to 
a certain extent but it being entirely impossible 
for him to avoid the infection during his stay in 
this island, he prefers to take the chance of 
contracting it intentionally in the belief that he 
will receive from the said Commission the 
greatest care and the most skillful medical 
service. 



Subjects receive payment of $100 in 

American gold 

$200 goes to family members if death 

occurs in the course of the study 



“A written consent was obtained 
from each one, so that our moral 
responsibility was to a certain extent 
lessened.  Of course, only the 
healthiest specimens were 
experimented upon . . .”

Aristides Agramonte



Medical research in US 

continuing social support for American 
researchers

celebrating the heroes and martyrs of medical 
research

self-experimentation and volunteers





Polio Epidemics



Polio epidemic c. 1952







HENRY K. BEECHER, M.D.

Professor of Anesthesia 
Research at Harvard 
Medical School

Convener of the 
Harvard Ad Hoc Brain 
Death Committee 



“Ethics and Clinical Research”

New England Journal of 

Medicine                          

1966



22 examples of “questionable” 

research practices 

Not from fringe BUT from 
mainstream researchers 
and institutions



5
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2



Publication of the 22 examples

the rest from 

Science, Cancer, J. of 
Urology, Surgery, Gynecology 
and Obstetrics, American J. of 
Medicine, Anesthesiology, and 
American J. Med. Sciences



Why HENRY K. BEECHER?

Christian faith?

anesthesia?

experience with 
human subjects 
research?



Beeecher’s World War II

• Study of the 
Severely Wounded

• Work on the 
placebo effect  



Nazi Experiments



1946-47, prosecution of 23 Nazi medical 

personnel



United States v. Karl Brandt et al



Permissible Medical  

Experiments 

The Nuremberg Code 


